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■ 

DETAILED ACTION 

Claims Lasting 

The claims listing starts with listing claims 1-12 as canceled. This is assumed to be 
in error. It should not be repeated with the next submission of claims. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

Claims 1-8, 11-16 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The scope of these claims is unclear. According to the specification, the 
monohydrate, and the anhydrous form have the same diffraction pattern. These claims lack 
the "hydrate". In the compounds name. Accordingly, these claims could be understood as 
either a) covering both forms, on the basis that the data applies to both forms or b) covers 
only the anhydrous form, on the basis of taking the name literally — the name which just 
lists the cefdinir, and does not say "hydrate" or "or hydrate thereof 1 . 
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Claims 1-19 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The term "novel" is improper in a patent claim, as it has no fixed meaning. What is 
novel depends on what time period is involved and what standards of novelty are being 
applied. 

Claims 5-10, and 14-19 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The claims are note enabled for the same reason. 

Applicants have invented exactly one crystalline form. That is all they are entitled 
to claim, and they are only entitled to claim the preparation of that form. The cited 
references establish that cefdinir forms many crystalline forms. Applicants are claiming the 
preparation not only of their crystalline form, but any form which can be made regardless 
of what solvent or solvent mixtures are used, what speed the acidification is done at, and 
what processing is done of the product. The preparation of those forms is not described, nor 
is that preparation enabled. This rejection can be overcome by making the processes 
dependent on a claim reciting the actual form which applicants did prepare, or putting that 
into the preamble. 

Claims 3 and 13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 



Application/Control Number: 10/549,906 Page 4 

Art Unit: 1624 

The dependency is wrong. Applicants made claim 3 dependent on claim 1 but it 
should be on claim 2. Claim 1 lacks the "solution" that claim 3 requires. 

Claims 2, 8 and 15-16 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The term "acidic state" is unclear. In aqueous solutions, acidic state is taken to be 
anything below pH 7, but in non-aqueous environments, e.g. in methanol, such a term 
would have no fixed requirement. Likewise in claim 8 and 15-16, where the term "under an 
acidic state" is unclear. 

Claims 6, are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The term "includes" is open-ended. It does not limit. Suggested is e.g. "wherein the 
pH is 1-3". 

Claims 5-8, 14-16 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was 
not described in the specification in such a way as to enable one skilled in the art to which 
it pertains, or with which it is most nearly connected, to make and/or use the invention. 

These claims are not enabled for such claim language. According to these claims, 
this form can be made from any solvent, under any conditions, so long as the solution is 

acidic (or, pH in range of 1-3) and the temp is held to -5°C to 5°C. However, this is not true. 
US 20050215781 is cited to show, in examples 12-13, that crystallization at 0-5°C at pH of 
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2.5 in aqueous acetone gave what the reference calls Form D, which is clearly different 
from what applicants have. Both processes had the use of the sodium bicarbonate, 

producing the sodium salt. That crystallization was done by cooling to 5°C-10°C, which 
touches applicant's temperature range. Other examples show use of aqueous ethyl acetate or 
acetonitrile, etc. It may be that the use of an organic solvent mixed with the water produces the 

Form D, or perhaps temperatures as high as 5°C give D, where as 0°C gives applicants' form. 

However, 20050215781 is evidence that this process parameters are drawn too broadly. 

Double Patenting and Conflicting claims 
Claim 8 1-8, 11-16 are directed to an invention not patentably distinct from claims 1, 
4,5,7-9,12-18,20-23 of commonly assigned 10405648. Specifically, the same crystalline 
form is present. Process claims are not deemed patentably distinct from method claims, in 
the absence of any restriction requirement, and the process here is embracive of the process 
of 10405648. 

The U.S. Patent and Trademark Office normally will not institute an interference 
between applications or a patent and an application of common ownership (see MPEP 
Chapter 2300). Commonly assigned 10405648, discussed above, would form the basis for a 
rejection of the noted claims under 35 U.S.C. 103(a) if the commonly assigned case qualifies 
as prior art under 35 U.S.C. 102(e), (0 or (g) and the conflicting inventions were not 
commonly owned at the time the invention in this application was made. In order for the 
examiner to resolve this issue, the assignee can, under 35 U.S.C. 103(c) and 37 CFR 1.78(c), 
either show that the conflicting inventions were commonly owned at the time the invention 
in this application was made, or name the prior inventor of the conflicting subject matter. 



Application/Control Number: 10/549,906 



Page 6 



Art Unit: 1624 

A showing that the inventions were commonly owned at the time the invention in 
this application was made will preclude a rejection under 35 U.S.C. 103(a) based upon the 
commonly assigned case as a reference under 35 U.S.C. 102(0 or (g), or 35 U.S.C. 102(e) for 
applications pending on or after December 10, 2004. 

Claims 1-8, 11-16 of this application conflict with claims 1, 4,5,7-9,12-18,20-23 of 
Application No. 10405648. 37 CFR 1.78(b) provides that when two or more applications 
filed by the same applicant contain conflicting claims, elimination of such claims from all 
but one application may be required in the absence of good and sufficient reason for their 
retention during pendency in more than one application. Applicant is required to either 
cancel the conflicting claims from all but one application or maintain a clear line of 
demarcation between the applications. See MPEP § 822. 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified 
or improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. A nonstatutory obviousness-type double 
patenting rejection is appropriate where the conflicting claims are not identical, but at least 
one examined application claim is not patentably distinct from the reference claim(s) 
because the examined application claim is either anticipated by, or would have been 
obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re 
Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 
USPQ 761 (CCPA 1982); In re Vogel 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re 
Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent either is shown to be 
commonly owned with this application, or claims an invention made as a result of activities 
undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-8, 11-16 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 4,5,7-9,12-18,20-23 
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of copending Application No. 10405648. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because of reasons set forth above. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 1-8, 11-16 are rejected under 35 U.S.C. 103(a) as being obvious over 
10405648. 

The applied reference has a common assignee with the instant application. Based 
upon the earlier effective U.S. filing date of the reference, it constitutes prior art only under 
35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: (l) a 
showing under 37 CFR 1.132 that any invention disclosed but not claimed in the reference 
was derived from the inventor of this application and is thus not an invention "by another"; 
(2) a showing of a date of invention for the claimed subject matter of the application which 
corresponds to subject matter disclosed but not claimed in the reference, prior to the 
effective U.S. filing date of the reference under 37 CFR 1.131; or (3) an oath or declaration 
under 37 CFR 1.130 stating that the application and reference are currently owned by the 
same party and that the inventor named in the application is the prior inventor under 35 
U.S.C. 104, together with a terminal disclaimer in accordance with 37 CFR 1.321(c). This 
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rejection might also be overcome by showing that the reference is disqualified under 35 
U.S.C. 103(c) as prior art in a rejection under 35 U.S.C. 103(a). See MPEP § 706.02(0(1) 
and § 706.02(0(2). The reasons were given above. 



The term "CEPHDINYL" on page 2 is not correct. The correct name is "Cefdinir". It 
would be best if this were placed in abstract as well. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark L. Berch whose telephone number is 571-272-0663. 
The examiner can normally be reached on M-F 7:15 - 3:45. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, James O. Wilson can be 
reached on (571)272-0661. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. Information regarding the status of 
an application may be obtained from the Patent Application Information Retrieval (PAIR) 
system. Status information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http7/pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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